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1. (original) A pharmaceutical formulation which comprises an aqueous 

solution of carboxy methylcellulose sodium, glycerol, propylene glycol and 
polyoxyethylene (20) sorbitan monooleate, containing suspended therein 
particulate macrocrystalline cellulose and beclomethasone dipropionate 
anhydrate, characterised in that said aqueous suspension further comprises: 



Dextrose; 

Phenylethyl alcohol; 

Benzalkonium chloride; 

Disodium hydrogen oithophospbate; and 

Citric acid. 

2. (original) A pharmaceutical formulation according to claim 1 
characterised in that it is buffered to a pH of between 5 and 6. 

3. (original) A pharmaceutical formulation according to claim 1 
characterised in that it is isotonic with fluids of the nasal cavity. 

4. (original) A pharmaceutical formulation according to claim 1 having a 

composition as follows: 

Microrrised beclomethasone dipropionate anhydrate 0.1% (w/w) 
Dextrose anhydrous 5.0% (w/w) 

Microcry stallinc cellulose 

and <jarboxymethylcellulose sodium (Aviccl RC591) 1 .5% (w/w) 
Phenylethyl alcohol 0.275% (v/w) 

Benzalkonium chloride solution 50% (w/v) 0.04% (v/w) 

Glycerol 4.0% (w/w) 

Propylene glycol 1.0% (w/w) 

Polyoxyethylene (20) sorbitan monooleate 0.007% (w/w) 

Disodium hydrogen oithophospbate anhydrous 0.3 1% (w/w) 

Citric acid monohydrate 0.2% (w/w) 
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Purified water to 100%. 

5. (original) A container comprising a pharmaceutical formulation 
according to claim I suitable for delivering it in the form of a nasal spray. 

6. (original) A pharmaceutical formulation according to claim 1 for use in 
the treatment or prophylaxis of allergic rhinitis. 

7. (currently amended) A method for the manufacture of a medicament product 
useful in the treatment of prophylaxis of allerg ic rrunitis comprising the step of 
incorporating TJke-ef a pharmaceutical formulation according to claim 1 in fiaid 
medicament product- in tho manufacture of o piodioamont for tho-tgoatmont or 
prophylaxio of allorgio fhinitia . 

8. (original) A method of treatment of allergic rhinitis which comprises 
administering to a patient a pharmaceutical^ acceptable amount of a formulation 
according to claim 1 . 

9. (currently amended) A process for preparing a formulation according to 
claim l ^ao harem b e fore d e ooribod by reforonoo to tho rrtonwfocniring flow diagram 
flhoww in Figuro 1 .comprising the steps of : 

a. dissolving propylene glycol in water to prod uce a liquid formulation 1 ; 

b. dissolving dextrose in liq uid formulation 1 to generate liquid 
formulation 2; 

c. dissolving phenvlethvl alcohol in liquid formulation 2 to generate 
liquid rormulation 3: 

d. dispersing Avicel RC591 in liquid formulation 3 to generate liquid 
formulation 4: 

e. . providing d isodium hydrogen <ntbonhosphate anhvdtous<lissolvedin 
water: 

f. providing citric acid monohvdrate dissolved in water 

g. providing a slurry of micronized beclomethasone dtpropionate 
anhvdrate m p olvoxvethvlene (201 sorbitan monooleate difisolved in 

3 
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h. providing benzalkonmm chloride dissolved in water, 

i. adding the products o f ^ c. f. g- md under agitatjon. to a liquid 
formulation comprising the contents of liquid formulation 4, to vfe^ a 
liquid formulation 5, 

Add the following new claims; 

1 0. (currently addetfl The process of claim 9, wherein Kquj j formulat ion jja 
permitted to stand for at least 60 minutes to allow for hydration. 

1 1 . fcurre nQ Y adde*fl The process of claim 9. wh erein the slurry of micronized 
beclomethasone dipropionate anhvdrate in polvoxvethvlene (201) sorbitaa monooleate 
dissolved in glvceroL is prepared bv dis solving said Hyoxvethvlene (20) sorbitan 
monooleate in glycerol, and adding micronised bp clomethasone dipropionate 
anhvdrate thereto; 

12. (currently added^ The woces* of clam 1 1 . wherem the polvoxvethYlene (?0) 
aorbitan monoo leate is dissolved in the glycerol at between 4fr5Q*C- 

13. (currently added) The process of claim 9 wherein said benralkopmm chloride 
dissolved in water is presented in a 50% w/v solution. 

14. fcmrenfflv added) The process of claim 9» w herein said liquid fotmulation 5_js 
subjected to a pH measurement, and if requ ired, the pH is adjusted to between 5 and 
6. to generate a liquid formulation 6. 

1 5 . (currently added) The process o f claim 9. wherein said liquid formulation 6 is, 
passed through at least one 10 0 mesh filter, to generate a liquid formulation 7, 

16. (currently added) The process of c laim 1 5. wherein said liquid formulation 7 is 
metered into a suitable delivery device. 
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